[okymeHT npepoctasneH KoHcynbTaHTI10C

NPABUTE/IbCTBO POCCUMCKOMN ®EAEPALIUMA

MNOCTAHOB/IEHME
OT 26 HOAGPA 2018 r. N 1416

O NOPAAKE
OPTAHMU3ALIMWN OBECNEYEHUA NEKAPCTBEHHbIMW NMPENAPATAMM NNL,
BO/IbHbIX FEMO®UNUEN, MYKOBUCLUAO30OM, TMNO®U3APHBIM HAHU3MOM,
BO/IE3HbIO FOLLE, 3/IOKAYECTBEHHBIMW HOBOOBEPA3OBAHUAMMU
NMUMOONAHON, KPOBETBOPHOM M POACTBEHHBIX MM TKAHEW,
PACCESIHHbIM CKNEPO30M, FEMO/IMTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLUECKMM APTPUTOM C CUCTEMHbIM HAYANIOM, MYKOMO/IMCAXAPUO030M
I, 1 U VI TUNOB, ANNACTUYECKOM AHEMWEN HEYTOYHEHHOW,

HACNEACTBEHHbLIM AEDULIUTOM GAKTOPOB Il (PUBPUHOTEHA),

VIl (TABUNIbHOTIO), X (CTIOAPTA - MPAY3PA), UL, NOCNE

TPAHCNNAHTALMM OPTAHOB U (MNIN) TKAHEW, A TAKIKE

O NPU3HAHUU YTPATUBLLMMMU CUNY HEKOTOPBIX AKTOB

NPABUTE/IbCTBA POCCUMCKON GEOEPALIUMN

CnMCOK U3MEHAIOLWMX AOKYMEHTOB
(8 pea. MoctaHoBneHuA Mpasutensctea PP o1 27.03.2020 N 344)

B cooTtBeTcTBMM ¢ NyHKTOM 21 yacTu 2 ctatb 14 n yactamm 7 - 9 ctatbn 44 GepepanbHOro 3aKoHa
"O6 ocHoBax OxpaHbl 340pOBbs rparKaaH B Poccuiickon depepaumm” MpasutenbctBo Poccuiickol
degepaunm NoCTaHOBASET:

1. YTBEpAUTL NpUNaraemole:

MpaBuna opraHmMsaumMm obecneyeHUs  NIeKapCTBEHHbIMM  Npenapatamuv  aul,  60/bHbIX
remoduanen, MyKoBUCLMAO30M, rMNodPmM3apHbIM HaHM3MOM, 6one3Hblo [owe, 3/10KaYecTBEHHbIMM
HOBOOOPa30BaHNAMMU  MMPONLHOMN, KPOBETBOPHOM M  POACTBEHHbIX MM TKaHeW, paccesaHHbIM
CKNEepPO30M, FreMOSIUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM apTPUTOM C CUMCTEMHbIM HA4YaloM,
mykononucaxapmgosom |, Il v VI TMnoB, annactMyeckom aHemmein HeyTOYHEHHOW, HacnenCTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CtioapTa - Mpayapa), nuuy nocne
TPaHCNAAHTALUKN OPraHoB U (MN1K) TKaHew;

(8 pea. NoctaHoBNeHuMA MpaButenbcTea PO ot 27.03.2020 N 344)

Mpasuna BeaeHua DdepepanbHOro perncrtpa Auy, 60abHbIX remoduanen, MyKOBUCLMAO30M,
rmno¢umsapHbIM HaHKM3MOM, 6ose3Hblo lolwe, 310KaYyecTBEHHbIMM HOBOOOPa3oBaHUAMU NMMOUOHOM,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, PacCeaHHbIM CKJAEpO30M, TeMOJIMTUKO-YPEMUYECKUM
CUHAPOMOM, HOHOLLECKMM apTPUTOM C CUCTEMHbIM Havyanom, myKonosnamcaxapugosom I, Il v VI Tunos,
anlacTM4ecKon aHeMmnen HeyTOYHEHHOW, HacneacTBeHHbIM geduumntom daktopos Il (dnbpuHoreHa), Vil
(nabunbHoro), X (CtoapTa - Mpayapa), 1y, nocse TPAHCMIAHTALMN OPraHoB U (MK) TKaHew;

(B peq. MoctaHoBneHuA Mpasutenbctea PO ot 27.03.2020 N 344)

nepeyeHb yTPaTUBLLMX CUY aKToB MpaBuTenbcTBa Poccuiickon eaepavuun.

2. MwuHuctepctsy  34paBooxpaHeHMs  Poccuitickoit  depepaumm B yCTAHOB/EHHOM
3aKoHodaTenbctBom Poccuiickolt  depsepaummn  nopsaaKe  OCYLLECTBUTb  3akKynky Ha 2019 ropg
NIeKapCTBEHHbIX MpenapaToB A4 NaTOreHEeTMYECKOro JieYeHUs Aul, 6OAbHbIX TeMOAUTUKO-
YPEMUYECKMUM CUHAPOMOM, FOHOLLIECKMM apTPUTOM C CUCTEMHbIM Ha4vaioM, MyKonoamncaxapuaosom |, Ii
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M VI TUNOB, BKIOYEHHbIX B MNEpPeyYeHb KMU3HEHHO HEeOoBXOAMMbIX M BaXKHEMLMUX eKapCTBEHHbIX
npenaparos.

3. MuHuUCTepcTBY 34paBooxpaHeHua Poccuitickon @Pepepaumm  aasaTb  Pa3bACHEHMA MO
NPUMEHEHMIO NPaBUA, YTBEPKAEHHbIX HACTOALLMM NOCTAHOBAEHUEM.

4. HacTodAuwee noctaHoBneHne BcTynaeT B cuay ¢ 1 aHsapa 2019 r., 3a uckaoyeHnem nyHKTa 2,
KOTOpPbI BCTYNaeT B CUAY CO AHA OPULMANBHOFO onybNMKOBaHMA HACTOALLErO NOCTAaHOBEHUS.

Mpepcenatens MNpasuTtenscrea
Poccuitckoit egepaumm
O.MEOBEAEB

YTBEpKAEHbI

noctaHoBneHnem MpaBuUTeNbCTBA
Poccuitckoin ®epepaumm

OT 26 HOA6pPA 2018 r. N 1416

NMPABU/A
OPrAHU3ALIMN OBECNEYEHMUA NEKAPCTBEHHBbIMW NPENAPATAMM /UL,
BO/IbHbIX TEMO®UINEN, MYKOBUCLMA030M, TMNO®PU3APHBIM HAHU3MOM,
BOJIE3HbIO MOLLE, 310KAYECTBEHHBIMWU HOBOOBPA3OBAHUAMM
NNMeOUAHON, KPOBETBOPHOM U POACTBEHHbLIX UM TKAHEW,
PACCEAHHbIM CKNEPO30OM, TEMOJ/INTUKO-YPEMUYECKUM CUHAPOMOM,
FOHOLLUECKUM APTPUTOM C CUCTEMHbIM HAYANTOM, MYKOMONUCAXAPUA030M
I, I U VI TUNOB, ANJIACTUMECKOW AHEMWUEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEOGULUTOM GAKTOPOB Il (PUBPUHOTEHA),

VII (NABUNIbHOT0), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCNNAHTALIMN OPTAHOB U (MNN) TKAHEN

CNUCOK M3MEHALWMX AOKYMEHTOB
(8 pea. MoctaHoBneHua Mpasutensctea PP ot 27.03.2020 N 344)

1. Hactoswume [MpaBuaa ycTaHaBAMBAIOT MOPALOK OpraHusaumm obecneyeHusa nuu, 60bHbIX
remoduanen, MyKoBUCLMAO30M, rMNodPmMsapHbIM HaHM3IMOM, 6one3Hblo [olwe, 3/10KaYecTBEHHbIMM
HoBoOb6pa3oBaHMAMU NMMPONAHON, KPOBETBOPHOW W POACTBEHHbIX WM TKaHeWl, paccesHHbIM
CK/IEPO30M, TEMOJINTUKO-YPEMMUYECKUM CUHAPOMOM, FOHOLIECKMM apTPUTOM C CUCTEMHbBIM HA4asioMm,
MmyKononucaxapugosom |, Il m VI TMnoBs, annactMyeckor aHeMUEN HEYTOYHEHHOW, HacneACTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (CtioapTa - Mpayapa), Auuy nocne
TpaHCN/aHTaUuMM opraHoB U (Mnn) TKaHel (manee - 60/bHblE), NEKAPCTBEHHLIMU MpenapaTamu ana
MEAULMHCKOrO NPUMEHEHUs, NpeAHasHauyeHHbIMWU  AN1A  fedYeHus 3Tux  3abonesBaHuid, no
yTBEpXKAeHHOMY [lpaBuTenbctBom Poccuiickon Pegepauum MNepeyHto IeKapCTBEHHbIX MpenapaTos,
chopMUpPOBAaHHOMY B YCTaHOB/SIEHHOM MM nopAaKe (Aanee - NeKkapCcTBeHHble Npenapatbl), a Takxke
NnopsaaoK W yc/loBUA Nnepenayn NeKkapCTBEHHbIX NpenapaTtoB B cOH6CTBEHHOCTb CybbeKToB Poccuinckol
depepaumnn.

(8 peq. MoctaHoBneHuA Mpasutenbctea PO ot 27.03.2020 N 344)

2. WCTOYHUKOM d)VIHaHCMpOBaHI/I‘r'I OopraHunsauunun obecneyeHnss 6H0ONbHbIX NEeKapCTBEHHbIMU
npenapatamm ABnAKOTCA 6IOA)‘K€THbIe dCCUrHoBaHmA, npeayCMoTpeHHble B d)ep,epaanON\ 6}O,EI,>KETE
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MUHUCTEPCTBY 34paBoOXpaHeHna Poccuitickoin ®eaepaunn.

3. MNpaBo 6osbHOro Ha obecneyeHWe NEKapPCTBEHHbIMM MpenapaTamu BO3HUKAET CO [AHA
BK/IIOYEHUA CBEAEHUA O HEM B PernoHasbHbll cermeHT PepepanbHOro peructpa auu, 60/bHbIX
remoouanen, MyKoBMCUMAO30M, TMNOPU3apPHbIM HaHM3IMOM, GonesHbio louwe, 3/710Ka4ecTBEHHbIMMU
HOBOOOpa3oBaHUAMU NMMPOUAHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHeW, paccesaHHbIM
CKNEePO30M, FeMOSIUTUKO-YPEMUYECKMM CUHOPOMOM, HOHOLIECKUM apTPUTOM C CMCTEMHbLIM HA4YasoOM,
myKonosnucaxapuaosom |, Il m VI TMnoB, annactMyeckor aHeMMen HeyTOYHEHHOW, HacneACTBEHHbIM
aeduumtom daktopos Il (dmnbpuHorena), VII (nabunbHoro), X (Ctioapta - Mpayapa), auuy nocne
TpaHCN/IaHTaUMM OpraHoB 1 (Mnun) TKaHel (ganee - PeaepanbHblit perucTp).

(8 pea. NoctaHoBNeHuA MpaButenbcTea PO ot 27.03.2020 N 344)

[aTa BK/louyeHMAa 60NbHOrO B perMoHasbHbii cermeHT dPeaepanbHoro pernctpa ¢uKcupyetcs
NleyallMm Bpayom B MeAMLMHCKOW KapTe ambynaTtopHoro 60/16HOroO UM UCTOPUK pa3BuTUA pebeHKa.

4. OpraHusauusa obecneyeHns MuUHUCTEPCTBOM 34paBooxpaHeHua Poccuiickolt depepauunn 3a
cyeT cpeacts deaepanbHoro brogyKkeTa OONbHBLIX SIEKAPCTBEHHBIMU NpenapaTamu OCyLecTBAseTca ¢
YY4ETOM CTaHAAPTOB MEAMUMHCKON MOMOLLM, KAMHUYECKUX PEeKOMeHAauui (MPOTOKO/IOB fievyeHus) u
CpefiHen KypcoBOW A03bl JIEKAPCTBEHHbIX MPENapaTos.

5. OpraHbl rocygapctBeHHOM Bnactu cybbektoB Poccuiickoir Pepepaummn B chepe oxpaHbl
300p0BbA He no3gHee 1 HOABpPA TeKywero roga npeactaBaaloT B MUHUCTEPCTBO 34paBOOXpaHeHUs
Poccuiickolt degepaummn 3aaBKM Ha NOCTaBKY JIeKapCTBEHHbIX NpenapaTos no ¢dbopme, yTBEPMKAEHHOM
yKasaHHbIM MUWHUCTEPCTBOM (Oanee - 3aaBKK), C NpuUNoKeHUneM 060CHOBaHUIA NO UX 0BbeMy, a TaKxKe
nepeyeHb OpraHM3auUMin, MUMeEWMUX NULEH3NI0 Ha  ocyllecTBaeHWe MmMeAMUMHCKOW U (1uan)
dbapmaueBTUYECKON AeAaTenbHOCTM B cybbektax Poccuiickoih ®degepaumm (panee - opraHusaumu-
nosiyyaTenn), B LLeAsX NOCTaBKM OpraHM3aumMAM-NoiyYaTeNam NeKapcTBEHHbIX NpenapaTos.

MoTpebHocTb (06bem nNOCTaBKM) B /IeKApCTBEHHOM MpenapaTte onpeaenseTrcs C  Y4eTom
KAMHUYECKUX PEeKOMeHAauMin (NPOTOKO/IOB fNeyeHua) M cpeaHein KypcoBOW [103bl SIEKAapPCTBEHHOrO
npenaparta Ucxo4s U3 exxemecayHon GaKTUUYECKOM NOTPEeBHOCTM BObHbIX B IEKAPCTBEHHbIX NpenapaTax
B COOTBETCTBUW CO CBEAEHMAMM PErvMoHasbHOro cermeHTa ®esepanbHOro perucTpa U HeobxoaMmocTu
dopmmpoBaHus 3anaca Ha 15 mecAues.

6. MwuHucTepcTBO 3A4paBooxpaHeHuns Poccuiickont Depepaumm  dopmMUpyeT KOMMCCUIO MO
PaccCMOTPEHUIO 33aABOK (Aasee - KOMWMCCUSA), YTBEP)KAAET MOJIOKEHME O KOMWMCCMM W €ee COCTaB.
Komuccusa Ha cBoem 3acefaHMmM paccMaTpuBaeT 3asaBKM HA npeameT 060CHOBAHHOCTU 3asBAEHHbIX
06bEMOB NEKAPCTBEHHbIX NPEMapaToB, NPU HEOOXOAMMOCTM KOPPEKTUPYET WUX, U COrMacoBbIBAET C
BblHECEHWEM COOTBETCTBYIOLLETO peLleHums.

CornacoBaHve 3aABOK OCYLLECTBASETCA KOMWCCMEN C y4yacTMem npeacTaBuTenei opraHos
rocyaapcTBeHHol Bnact cybbekToB Poccuiickoit degepauumn (B TOM 4ucCAe C MCMOJb30BaHWEM
NMHPOPMALMOHHO-KOMMYHMUKALMOHHbIX TEXHOIOTUI).

7. O6bem nNOCTaBOK JIeKApPCTBEHHbIX NpenapaTtoB ¢GopmMUpyeTcs B npegenax bloAMKeTHbIX
aCCUrHOBAHWUIM, NpesyCMOTPEHHbIX B deaepanbHOM 3akoHe o deaepanbHom bOloaxkete Ha
COOTBETCTBYIOWMNI PUHAHCOBLIN ro4 W NNAHOBBLIM Nepuod, U NMMUTOB OtogKeTHbIX 06A3aTenbCTs,
O0BeAeHHbIX B YCTaHOBAEHHOM nopagke o MuHUcTepcTBa 34paBooxpaHeHma Poccuitickoit deaepaumm
Ha 3aKyMKy /IeKapCcTBEHHbIX NpenapaTos.

8. B cooTtBeTcTBMM C 0b6bEMamMM MOCTAaBOK JIeKapCTBEHHbIX MNPENapaToB, YTBEPXKAEHHbIMU
opraHamu rocyaapcTBeHHoON Bnactu cybbektoB Poccuitckoit deaepaummn B chepe oxpaHbl 340P0BbA C
yyeToM peleHua Komuccuu, MuHUCTepcTBO 34paBooxpaHeHus  Poccuiickoit  depepaumm B
YCTaHOB/MIEHHOM 3aKoHogaTenbcTBOM Poccuiickoit degepaumn nopagKe OCYLECTBAAET 3aKymMKy
NleKapcTBEHHbIX NpenapaTos.
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9. ToCTaBWMKN  NEKapCTBEHHbIX MpenapatoB, oOnpedefieHHble B COOTBETCTBUM  C
3aKoHodaTtenbcteom Poccuitckon Pepepauuu, npeactasnaioT 8 MUHMCTEPCTBO 34paBOOXpPaHEHUs
Poccuiickoit ®eaepauun odbopmieHHbIe B YCTaHOBNEHHOM MOpPAAKE AOKYMEHTbI, NOATBEpPKAatoLime
baKT nonyyeHna opraHM3auMaMMU-NoAYYaTENAMM 1EKAPCTBEHHbIX NPENapaTos, B TOM YMC/e HaKnaaHble
M aKTbl MpMema-nepeayn 1eKapcTBeHHbIX NpenapaTos.

10. MuHuctepcTBo 3apaBooxpaHeHns Poccuiickoit Pepepaumn B TeyeHne 10 paboumx aHen co
OHA MOCTYN/IeHUs aKTa npuema-nepenaym NpPUHUMaeT Ha yYeT JeKapCTBEHHble npenapaTtbl U u3gaet
pacnopaguTenbHble aKTbl O Nepefaye NEeKapPCTBEHHbIX NPENapaToB OpraHam MCMONHUTENbHOW BAACTK
cybbektoB Poccuiickon Pepepaumn, onpeseneHHblM BbICWMM  AO0/MKHOCTHBIM  IMLOM cybbeKTa
Poccuiickoit ®enepaummn (pykosBoanTenem BbICLIETO UCMONHUTENIBHOFO OPraHa rocyAapCcTBEHHOM BAACTK
cybbeKkTa Poccuiickolt Pegepaunn) (ganee - ynonHOMOYEHHbIE OpraHbl), C YKasaHMEM HOMEHKANATYPbI,
KO/IMYECTBA M CTOMMOCTM NEKAPCTBEHHbIX MPEnapaToB B OTHOWEHWUWU KaxKAoro YNOJHOMOYEHHOTO
opraHa.

11. MuHKUCTePCTBO 34paBooxpaHeHmns Poccuitickolt ®esepaumm B TeueHne 5 paboumx gHel co aHA
M34aHNA PacnopAaaMTeIbHOrO akTa, NpeayCMOTPEeHHOro NyHKTom 10 HacToAwwmx Mpasua, HanpasaseT B
YMO/HOMOYEHHbIE OpraHbl (B 2 3K3eMNfpax) M3BELLEHME O MOCTaBKe /IeKapCTBEHHbIX NPenapaToB U akT
npuema-nepeaayn, NoanmMcaHHble yKasaHHbIM MUHUCTEPCTBOM.

12. YNOAHOMOYEHHblE OpraHbl B TeyeHuMe 5 paboumx AHel co AHA MOSYyYEeHUs M3BELLEHUA O
NOCTaBKe JIEKAapPCTBEHHbIX MPEnapaTtoB M aKTa Npuvema-nepenayn, NpeayCcMoOTPeHHbIX nyHKTom 11
HacTosawmx lpaBun, NOANUCHIBAIOT M 3aBePAIOT MedvaTblo 06a 3K3emnasapa W3BELLEHWA O MOCTAaBKe
JIeKapCTBEHHOro npenapata M oba aK3emnnaApa aKTa npuema-nepenayun, nocine 4Yero BO3BPALLAOT B
MuHUCTEPCTBO 34paBOOXpaHeHMA Poccuniickon degepaumnm oaAnH 3K3eMNAAP YKa3aHHOTO M3BELLLEHUA U
O4MH 3K3eMNAAP aKTa Nnpuema-nepenaym.

13. YNo/NHOMOYEHHbIM OpraH Ha OCHOBaHMM aKTa MNpuema-nepesayy nNpUMHUMaEeT Ha ydyeT
NeKkapcTBeHHble npenapatbl U B TeyeHue 5 paboumx AHel co AHA NOJy4YeHMA aKkTa Nnpuema-nepenayu
n3gaeT pacnopsaAUTE/bHbIN aKT O Nepeaaye NeKapPCTBEHHbIX NPEnapaToB OpraHN3aLUAM-NoNYyYaTENAM C
YyKa3aHMeM HOMEHKNATYpbl, KO/MMYECTBA M CTOMMOCTM JIEKAPCTBEHHbIX MPEnapaTtoB B OTHOLIEHWUM
KaXaoW opraHunsaumm-nonyyaTens.

14. OpraHusaummn-nonyyaTenm B TeyeHMe 2 paboumx AHel co AHA NONYyYEeHUA [OOKYMEHTOB,
NoATBEPXKAAIOLWMX Nepesadvy UM IeKapCTBEHHbIX NPenapaTos, NPUHUMAIOT IEKapCTBEHHbIE NpenapaTbl
Ha yueT, obecneumBatloT UX COXPAHHOCTb U LLe/IeBOE UCMOJIb30BaHUe.

15. MuHucTepcTBO 34paBooxpaHeHua Poccuitckoit Pepepaunn B YyCTAHOBAEHHOM MM NopsgKe
OCYLLECTBNAGT MOHUTOPUHI ABMMEHUA U y4YeTa fIeKapCTBEHHbIX NpenapaTtoB B cybbekTax Poccuiickol
depepaunn, O0BOAMT A0 CBEAEHMA YMNONHOMOYEHHbIX OPraHOB MOJIyYeHHble NO pe3yabTaTam
MOHWUTOPWUHIa [AaHHble, B TOM UYMC/Ae CBefeHMs O HOMEHKNaType, KOAMYecTBe U CTOMMOCTU
NIeKapCTBEHHbIX NpenapaTtos, 06 OTCYTCTBMM NOTPEBHOCTU B OTAE/bHbIX NEKAaPCTBEHHbIX NpenapaTax
nMbo 0 nosBAEHMM AONONHUTENbHOW NOTPEeBHOCTM B NEeKapCTBEHHbIX npenapaTtax B CBA3U C
n3meHeHnem B cybbekTe Poccuitickon degepaumm  UYUCAEHHOCTM 6OAbHBLIX, W3MEHEHMAMM B
Ha3HauYeHMAX MeAULMHCKMMU PaboTHUKAMWM NeKapCTBEHHbIX NpenapaTtoB 60/bHbIM U COrnacoBbiBaeT
nepepacnpeaeneHue NeKapcTBeHHbIX NPenapaToB Mexay cybbektamu Poccunitickon Peaepaumu.

16. Mepepaya JfleKapCTBEHHbIX NPENapaToB OAHMM cybbekTom Poccuiickoit depepaumn B
cobCTBEHHOCTb Apyroro cybbekta Poccuiickon depepaumm OCyLLECTBASETCA HA OCHOBAHMM aKTa
npvema-nepegaun. MWHUCTEPCTBO 34paBOOXPaHeHUs Poccuiickoit deaepauun yBeLOMAAETCA O
nepegnaye NeKapCcTBEHHbIX NpenapaToB B 10-4HEBHbIV CPOK NOC/AE NOANMCAHWA aKTa NpMema-nepesaym
YMO/IHOMOYEHHbIMW OpPraHamMMu.

17. MuHWCTepCTBO 34paBooXpaHeHus Poccuinickolt degepaunm NpeacTaBAfeT eXkeKBapTaibHO, A0
10-ro uncna mecsaua, cneaylowero 3a oT4YeTHbIM KBapTanom, B PegepanbHyto cayxby no Haasopy B
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chepe 34paBoOXpaHeHMA CBeAeHWMA O Mepedade feKapcTBEHHbIX MpenapatoB cybbekTy Poccuiickoit
degepaumn 1 cornacoBaHHbIX NepepacnpeeneHnax NeKapcTBEHHbIX NpenapaToB mexay cybbektamu
Poccuiickot depepaumm B UeNAX OCYLLECTBAEHMS KOHTPOAA 3a LENeBbIM WUCMO/b30BaHUEM
NleKapcTBEHHbIX NpenapaTos.

18. B uenax obecneyeHns 60AbHbIX NEKAPCTBEHHbIMM MpenapaTaMmn B NopaaKe, yCTaHOBAEHHOM
3aKoHoZaTenbcTBOM  Poccuinickon  Pepepaumm, OCYyLWECTBASIETCA  Ha3HaAyeHWe  JIeKAPCTBEHHbIX
npenapaTtoB 1 opopmaeHuMe peLenToB Ha JIEKapPCTBEHHbIE Npenaparthbl.

19. MNpwu HasHayeHMM B6ONbHOMY NEKAPCTBEHHbIX NPENapaToB Jeyamii Bpay MHGOPMUPYET ero o
BO3MOKHOCTU MOJIYYEHUA MM COOTBETCTBYHOLLMX JIEKAPCTBEHHbIX MpenapaToB 6e3 B3MMaHuA nnaTbl B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickont Peaepaumn.

20. B uensax AMHamuyeckoro HabawgeHua 3a 60nAbHbIM UM cobaloAeHMA NepuoaMYHOCTU
noceweHns UM MeAMUMHCKOW OopraHuM3aumm Jfiedalium  BPayom  onpeaensaeTcd  KOJMYecTBo
JIeKapCcTBEHHOrO npenapara, eAMHOBPEeMeHHO 0pOPMIEHHOIO Ha peLenTypHom B1aHKe B COOTBETCTBUU
C PeKOMeHI0BaHHOMN CpeaHEeCYTOHHOMN KYPCOBOW [030/ 1 CPOKOM, Ha3HAYEHHbIM A5 MOCELLEeHUA.

21. MeAMUMHCKas opraHu3aums npegoctasaset 60/IbHOMY WMAM ero 3aKOHHOMY NpPeacTaBUTENIO
MHbopMauuio 06 opraHM3aLMAX, PACNONOMKEHHDBIX B FpaHMLLAX MyHULIMNAAbHOrO 06pa3oBaHuA No mecTy
KUTENbCTBA MAN MecTy npebbiBaHuA (B Ciy4ae ecin CPOK MnpebbiBaHWA npesblwaeT 6 mecaues)
60/IbHOTO WM OCYLLECTBAAIOWMX 6ecnnaTHbIi OTMYCK NEKApPCTBEHHbIX MpenapaToB, Ha3HaYeHHbIX
NlevyawMm Bpayvom.

22. Mocne BKAOYEeHUA BONBbHOMO B pernmoHanbHbii cermeHT defiepanbHOro pernctTpa HasHavyeHue
M OTNYCK eMy WU ero 3aKOHHOMY NPeACTaBUTE/IO IEKAaPCTBEHHbIX NPenapaToB OCYLLECTBAAETCA B CPOK,
He npesbiwaoLmii 20 paboumx gHEN Co AHA BKAOUEHUA.

23. OpraHusaumsa obecneyeHWs NeKapCTBEHHbIMW npenapatamm 60/bHbIX, MPOXKUBAKOLWMX B
CTaUMOHapPHbIX OPraHn3aUMAX COLMaNbHOIO 06C/YKUBAHUS UM OTObIBAIOWMX HAaKa3aHMe, CBA3AHHOE C
NNLEeHNEM CBODOAbI, OCYLLECTB/IAETCA COOTBETCTBYIOLLEN OpraHU3aLmne.

24. B cnyyae Bble3ga 601bHOro 3a npegensl Tepputopun cybbvekta Poccuiickont ®Pepepaunn, B
KOTOPOM OH MPOKMBAET, Ha TeppuTopuio Apyroro cybvekta Poccuiickoit Pepepaumm Ha CPOK, He
npesblWaloWwunin 6 mecaues, TakoMy 60/1bHOMY OpraHOM FroCyAapCTBEHHOM BAacT cybbeKkTa Poccuitckoi
denepaumn B chepe oxpaHbl 340P0BbA OPraHM3yeTCA HasHaYeHue IeKapcTBEHHbIX NPenapaToB Ha CPOK
npvema, paBHbI CPOKY ero Bble3aa 3a npeaensl Tepputopum cybbekTa Poccuiickoit ®eaepaumn, nnbo,
YUMTbIBAA CPOKM FOAHOCTU MMEIOLLMXCA OCTAaTKOB NIEKAPCTBEHHbIX NpenapaTos, obecneyeHne TaKoro
60/1bHOTO NEeKaPCTBEHHbIMM NpenapaTamn Ha COOTBETCTBYHOLWMIM CPOK.

CBegeHMA O KOJIMYECTBE HA3HAYEHHbIX WAM OTMYLLEHHbIX 6ONBHOMY WAW €ro 3aKoOHHOMY
NpeacTaBUTeNO NIeKApPCTBEHHbLIX MNPEenapaToB BHOCATCA B PEerMoHanbHbli cermeHT ®depepanbHOro
perucrpa.

25. B cnyyae Bblesga 601bHOro 3a npegensl Tepputopun cybbekta Poccuiickont ®Pepepaunn, B
KOTOPOM OH NpPOXWBaeT, Ha TeppuToputo Apyroro cybbekta Poccuitickor Pepepaunmn Ha CpOK,
NpesbIWAOWNN 6 MecAueB, WAM B C/yyae W3MEHEHUS MeCTa KWUTeNbCTBA TaKomy 60/ibHOMY
Ha3HayaloTCA JIeKApCTBEHHble MNpenapaTtbl Ha CPOK npuvema He 6onee ogHoro mecaua Anbo
OpraHM3yeTcs OpraHOM rocyZapCTBEHHOW BnacTu cybbekTa Poccuiickoit degepaunn B chepe oxpaHbl
340poBbA obecneyeHne Takoro 60/bLHOMO SIeKaPCTBEHHbIMM NpenapaTaMu Ha CPOK npuema He 6onee
o4HOro mecaua.

CBegeHMA 0 TaKoM 60/IbHOM NOA/EXKaT UCKNOUYEHNIO U3 PErMOHANbHOTO cermeHTa ®eaepanbHOro
pernctpa cybbekTa Poccuitickoit ®egepaumu, ¢ TEPPUTOPUN KOTOPOTO Bble3xaeT 60/bHOM, 1 Nepeaade
(B TOM uucne ¢ MCNONb30BaHWEM MWHGOOPMALMOHHO-KOMMYHUKALMOHHbLIX TEXHO/OrMA) opraHy
rocyaapcTBeHHoW BAacTu cybbekta Poccuitickoit Pepepauun B chepe oOxpaHbl 340pOBbA, Ha



TEPPUTOPUIO KOTOPOro Bbexasn 60/IbHOW, O1A BKAOYEHWUA B PErMoHasfbHbl cermeHT degepanbHOro
perucTpa atoro cybbekta Poccuiickoin Pepgepaumn.

[aTtoin BKAOYEHUA cBedeHW O 6O/IbHOM B pernoHasbHbi cermeHT PepepanbHOro perncrpa
cybbekToMm Poccuitckon ®Pepgepauum, Ha TEPPUTOPUIO KOTOPOro Bbexan 60/bHOW, ABAAETCA AeHb,
cneaylowmii 33 AHEM MUCKAKOYEHUA CBEAEHMA O HEeM M3 perMoHasibHoro cermeHta ®epepanbHoro
peructpa cybbekTom Poccuinickon ®egepaumm, ¢ TEpPUTOPUM KOTOPOTO Bblexas 601bHOM.

26. OpraH rocygapcTBeHHOW Bnactu cybbekta Poccuitickoir Pepepaummn B chepe oOxpaHbl
3/10pOBbA, C TEPPUTOPUM KOTOPOro Bblexasn 60nbHOM, NpeacTaBaseT (B TOM YMCae C UCNO/b30BaHUEM
MHOOPMALMOHHO-KOMMYHMKALMOHHbIX TEXHOJIOMMIA) MO 3anpocy opraHa rocyAapCTBEHHOM BNacTU
cybbeKkta Poccuitckoit depepauum B cdepe OxpaHbl 340pOBbSA, HAa TEPPUTOPUIO KOTOPOro BbEXa
60/1bHON, CBEAEHUA O KOJIMYECTBE HA3HAYEHHbIX MW PAaKTUUYECKU NPeaoCcTaBieHHbIX 60/1bHOMY UK ero
3aKOHHOMY NPEeACTaBMTE/NO NIEKAPCTBEHHbIX MPENnapaToB B COOTBETCTBMM C MyHKTOM 25 HacToAwmx
Mpasun.

YTBEpKAEHbI

nocraHoBneHnem MpaBuUTeNbCTBA
Poccuitckoin ®epepaumm

OT 26 HOA6pPA 2018 r. N 1416

NPABUNA
BEJQEHUA ®EAEPANBHOIO PEFUCTPA /UL, BONIbHbIX TEMO®U/IUEN,
MYKOBUCLNA030M, TMNOPU3APHBIM HAHU3MOM, BONE3HbIO MOLLE,
3/I0OKAYECTBEHHbIMW HOBOOBPA3OBAHMAMU NTUMPOUAHOMN, KPOBETBOPHOM
MU POACTBEHHbIX MM TKAHEW, PACCEAHHbIM CK/IEPO30M,
FrEMO/IMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYANTOM, MYKOMOJ/IMCAXAPUA030M I, Il U VI
TUNOB, ANTACTUYECKON AHEMWEN HEYTOYHEHHOW,
HACNEACTBEHHbIM AEOGULUTOM GAKTOPOB Il (PUBPUHOTEHA),
VII (NABUNIbHOT0), X (CTIOAPTA - MPAY3PA), UL, NOCNE
TPAHCMNAHTALMU OPFTAHOB U (MNN) TKAHEN

CNMCOK M3MEHALWMX AOKYMEHTOB
(8 pen. MoctaHoBneHuA Mpasutensctea PP ot 27.03.2020 N 344)

1. Hactoawue [lpaBuna ycTaHaBAMBAIOT NOPAAOK BeaeHua ®PepepanbHOro peructpa nuu,
60NbHbIX  remodunment, MYKOBMCLUMAO030M, rUNodu3apHbIM  HaHM3MOM, 6onesHbio [oue,
3/10Ka4yecTBEHHbIMMU HOBOOOpPa3oBaHUAMU NMMPONAHON, KPOBETBOPHON M POACTBEHHbLIX UM TKaHEN,
pacceaHHbIM CK/IEPO30M, FEMOIUTUKO-YPEMUYECKMUM CUHAPOMOM, FOHOLIECKMM apTPUTOM C CUCTEMHbIM
Ha4yanom, mykonoamcaxapmgosom |, Il m VI TUnos, annactMyecko aHemmen HeyTOUYHEHHOM,
HacneACTBeHHbIM Aeduumtom daktopos Il (pubpuHoreHa), VIl (nabunbHoro), X (CtioapTa - Mpayapa),
/UL, Noc/ie TpaHCNAaHTaLUMM opraHoB 1 (Mnn) TKaHel (Qanee COOTBETCTBEHHO - 6bonbHble, DesiepanbHblit
perncrp).

(B peq. MocTtaHoBneHuA Mpasutenbctsa PP ot 27.03.2020 N 344)

2. BepeHne denepasibHOTO PErMCcTpa OCyLLECTBAAETCS B CIeAYIOLLMX LeAX:

a) obecneyeHune NEKapPCTBEHHbIMMU npenaparamum ana MeOUNLLIMHCKOTO NPUMEHEHMNUA,
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BK/IIOYEHHbIMM B yTBEPKAEHHbIV MpasutenbcTBom Poccuiickoit depepaumm nepeyeHb NeKapcTBEHHbIX
npenapatos, cGOPMUPOBaAHHbIM B YCTaHOBAEHHOM MM MopsaaKe (fanee - eKapcTBeHHble npenapaTbl),
60/bHbIX 3a cyeT OHAMKETHbIX aCCUTHOBAHWN, NpPeayCMOTPEHHbIX B deaepanbHOM bGroaxeTe
MwuHUCTEpCTBY 34paBooXpaHeHmA Poccuiickoin ®epepauymm;

6) MOHUTOPMHI [BMMKEHMA W ydyeTa OO/NbHbIX HAa OCHOBAaHWW CBeAeHW, npeacTaBAAEeMbIX
opraHamu rocyaapcTBeHHoM BnacTn cybbekToB Poccuiickoin Pepepaunm B chepe oxpaHbl 340Pp0BbSA;

B) apdeKTUBHOE nNaHUpoBaHME M pacxogoBaHMe ¢GUHAHCOBbLIX CPEACTB, HanpaBAfEMbIX Ha
3aKYyMKy HeobXoAMMbIX JIEKAPCTBEHHbIX MpenapaTtoB Ans obecrneyeHMa MMWU BONbHbIX MO MeCTy
KUTENbCTBA AN MecTy NpebbiBaHUA (B cayyae ecin CPoK NpebbiBaHUA NpeBblilaeT 6 Mecaues).

3. depepanbHbli pernuctp asnsetca denepasbHOM UHGOPMALMOHHON CUCTEMOM, COCTOALLEN U3
pPernoHanbHbIX CEFMEHTOB W COAEP’KAlLel CBeAeHMA, MPeayCMOTPEHHble MYHKTOM 9 HacToALWMX
MNpasun.

MuHUCTEPCTBO 34paBoOXpaHeHnsa Poccuiickoi ®eaepaunm ABAAETCA ONepaTopom 3TOWM CUCTEMbI
n obecneymsaet ee becnepeboiiHoe GYHKLMOHMPOBAHME.

4. OpraHbl rocyaapcTBeHHOM BfacTM cybbekToB Poccuitickor Pepepaummn B chepe oxpaHbl
300p0BbA 06ecneYnBaloT BHeceHWe cBedeHUit 0 B0JbHbIX B perMoHanbHbll cermeHT PeaepanbHOro
perucTpa B CPOK, He npesbilaowmii 5 pabounx gHen co AHA obpaleHna 60AbHOrO € YCTaHOBAEHHbIM
ANarH03om B MeAMLMHCKYIO OpraHn3aumio N0 MecTy ero UTeNbCTBa AN MecTy npebbiBaHus (B ciydae
€C/M CPOK NpebbiBaHNA NpeBbIllaeT 6 Mmecaues).

BknloyeHne B pervMoHasbHblit cermeHT ®deaepanbHOro perncrtpa ceBegeHuit o  60NbHbIX
OCYLLECTBNIAETCA MEeOMUMHCKOM OopraHvMsaumelnt no mMecTy UX XKUTenbcTBa UM MecTy npebbiBaHus (B
Cny4ae ecnn cpok npebbiBaHMA MpeBbiaeT 6 MecALeB) Ha OCHOBaHUU MeAULMHCKUX AOKYMEHTOB (KX
KOMUIA) MAM BbLIMUCKM M3 HUX, OTpa)kalouwux ceBeAeHWs 06 ycTaHOBNEHHOM AuarHo3e M Bblibope
MEPONPUATUIN NO NEYEHUIO NaUMeHTa. BKatoueHne cBefeHuii 0 60/1bHbIX C FEMOJIUTUKO-YPEMUYECKUM
CUHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Ha4Yyanom U mykononaucaxapugosom |, Il n VI tTunos
OCYLLECTBNAETCA Ha OCHOBAHUM MEAMLMHCKUX [OOKYMEHTOB WAW UX KOMUA U BbIMUCKN U3 HUX,
OTpaKaloLmx ceeaeHna 06 ycTaHOBEHHOM guMarHose U Bbibope MeponpuATUiA MO NeYEeHUIO NaLMEHTa,
nosly4eHHbIX OT PpeaepasbHOM MeAULIMHCKON OpraHM3aumm.

5. PerynvpoBaHMe OTHOLWIEHMWI, CBA3aHHbIX C BegeHuem ®deaepanbHOro  perucTpa,
OCYLLECTBNSAETCA B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickoit ®epepaunm 06 MHPopmauuu,
NHPOPMALMOHHbBIX TEXHONOMAX M O 3alLmTe MHGOPMaLLUK.

6. MnHUCTEpPCTBO 34paBooxXpaHeHusa Poccunitckoit degepaumnm 1 opraHbl rocyaapcTBEHHOW BNACTU
cybbeKkToB Poccuitckoit depepauum B chepe oxpaHbl 340p0BbsA obecneymBaloT KOHOUAEHUNANbHOCTb
cBeLEeHUN, coaeprkawmxca B PeaepanbHOM perncTpe, a TakkKe XpaHeHue U 3alnTy TaKuxX CBeAeHUn B
cooTBeTCTBUM ¢ PepepanbHbiM 3aKOHOM "O NepcoHanbHbIX AaHHbIX".

7. PasmelweHve uHpopmauum B denepanbHOM perucTpe OCYLLECTBAAETCA C NMPUMEHeHUeM
YCUIEHHOM KBaNMULMPOBAHHOM 3/1EKTPOHHOM Noanucy B cooTBeTcTBUM ¢ PepepanbHbiM 3akoHOM "06
3/IeKTPOHHOM noanucn".

8. dJe,u,epaanblﬁ perncTtp BeaeTca B 3/1IEKTPOHHOM BUAE C NPUMEHEHNEM aBTOMaTMBMpOBaHHOD’I
CncTtembl nytem BHeCeHUA peI'VICTpOBOﬁ 3anNncn C NpPpUCBOEHNEM YHUKA/ZIbHOTO HOMEpPa peFVICTpOBOl\;I
3aNnCnN N yKa3daHnem gatbl ee BHeCeEHUA.

Mpwn BHeceHUn M3MEHEHUN B cBegeHuAa o 601bHOM OO1KHbI 6bITb COXpPaHeHbI YHMKaﬂbeIVI HOMepP
perMCTpOBOVI 3anMnUcn N CTopunAa BHECEHUA N3MEHEHUN.

9. desepanbHbIN PEFUCTP COLEPKUT CNeayIoLMe CBEAEHMSA:
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a) CTpaxoBOW HOMEpP MHAMBUAYANbHOIO JIMLEBOrO cyeTa H60/ILHOTO B cMCTeMe 06s3aTesIbHOro
NEeHCMOHHOTO CTPaXoBaHMA (Npu HaANuYUM);

6) dbamunnusa, nma, oTyecTso 60/IbHOTO, a TakKe damMmuanaA, AaHHasA NPU POXKAEHUM;
B) AaTa poxaeHuna 60/1bHOrO;
r) non 6onbHOro;

[) ajpec MecTa XWUTeNnbCTBa MM MecTa npebbiBaHMA (B CAyd4ae eciu Cpok npebbiBaHus
npesblwaeT 6 mecsaues) 601bHOrO (¢ ykasaHMem Koga no ObLepoccninckomy KnaccuduratTopy o6beKToB
aAMMHUCTPATUBHO-TEPPUTOPUANIBHOTO AeNeHUs);

e) cepus M Homep nacrnopTa (CBUAETENbCTBA O PONKAEHUM) WUAN YAOCTOBEPEHUS JIMUYHOCTM
60/1bHOTO, a TaK}Ke AaTa BblJayM YKa3aHHbIX JOKYMEHTOB;

X) cepua M HoOmep nonavca o06A3aTeNbHOrO0 MEeAMLMHCKOrO CTpaxoBaHMs 60/bHOrO MU
HauMeHOBaHWe BblAaBLUEN €ro CTPAX0BOM MeANLMHCKON OpraHn3aumm;

3) uHpopmauma 06 MHBANUAHOCTM (B C/Tydae YCTAaHOBAEHMA rPYNMbl MHBAIMAHOCTA UK KaTeropum
"pebeHoKk-uHBanMA");

n) anarHos 3abonesaHuA (COCTOAHUA), BKAKOYAA ero Kog no MexayHapoaHo cTaTUCTUYECKoW
Knaccudukaumm 6onesHer M npobaem, cBA3aHHbLIX CO 340POBLEM, a TaK}Ke AaTa ocmoTpa 601bHOTo 1
AaHHble 0 ANHAMUKE COCTOAHUS;

K) MHPOpMaLMA O MEeAMUMHCKON opraHusauuu (HamMeHOBaHWE, OCHOBHOM rocyAapCTBEHHbIN
pervcTpaumnoHHbiii Homep, Kog, no Obwepoccuinckomy KnaccudukaTopy NpeanpuUsaTUin U opraHnsaumi),
BblAaBLUEN HanpaB/ieHWEe Ha BK/OYEHWE cBefeHul 0 60/bHbIX B PeaepanbHblit perucTp (HanpasaeHue
Ha BHECeHMe W3MEeHeHWW B CBeAeHWs, cofep:Kawmeca B PeagepanbHom peructpe (panee -
HanpaB/ieHMe), a TaKKe M3BeLLeHNE 06 UCKIOYEHUN cBEeAEHNIN 0 BONbHbIX N3 PeaepanbHOro perncTpa
(manee - n3seweHune);

N) AaTa BKAOYEHMA cBeAEeHMI 0 6ONbHOM W AaTa BHECEHWUA U3MEHEHWUI B cBeAeHUs 0 60abHOM B
depepanbHbIN pernctp;

M) MHGOPMALLMA O Ha3HAYEHUN NeKapPCTBEHHbIX NPENapaTos;

H) uHbopmauma o6 OTnNycKe JfieKapCTBEHHbIX MpenapaToB (Zata Havana obecneyeHus
JIeKapCTBEHHbIMM NpenapaTamm n GakTUUYECKMIA OTNYCK IeKapCTBEHHbIX NPenapaTos);

0) AaTa nNpuHATMA pelueHMA 06 OKOHYaHWM obecnedyeHus NeKapCTBEHHbIMKW MpenapaTammn C
yKa3aHMeM NpuumnHbl (Bblesg, 3a npeaensl Poccuiickoit degepaumm Ha NOCTOSHHOE MECTO KUTe/bCTBa
WM MecTo NpebbiBaHMA (B C/lyyae ecin CpoK NpebbiBaHUA NpeBbllwaeT 6 MecALes), CMepPTb 60NbHOTO,
OTCYTCTBME MOKA3aHUM K AafbHeMLWeMy Npuemy fleKapcTBEHHOTo npenapaTa) M o nepegaye cBeAeHUi B
apxus degepanbHOro perncTpa;

n) nHpopmauma o BKAOYeHUU 6onbHOro B PedepanbHbIt PernctTp AuL, UMeLMX NpPaBo Ha
nosiydeHMe rocygapCTBEHHOW couManbHOM MNOMOLWM, M WHble PEerucTpbl, NpeaycMOTPeHHble
3aKoHoaaTenbcTBom Poccuiickoit depepaumm, B Lenax obecnedyeHunn nekapcTBeHHbIMK NpenapaTamu 3a
cyeT 6roaxKeToB BroaKeTHoM cuctembl Poccninckoin epepaumm;

p) YHVUKaNbHbIM HOMep PErMcTPOBOWA 3amnucy;

C) BbIMUCKa U3 Me,EI,MLLMHCKOVI AOKYMEHTaUuun 6OJ'IbHOI'0, cogepaulaa ceegeHna O HadHa4dYeHnun mn
MCNON1b30BaHUN NNEKAPCTBEHHbIX NPenapaTos.
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10. B cnyyae ycTaHoB/AeHMA AmarHosa 3aboneBaHMA (COCTOAHMS), YKa3aHHOro B MyHKTe 1
HacToAwmx Mpasun, UK U3MeHeHUn CBeAEHUI, YKa3aHHbIX B noAnyHKTax "a" - "x" nyHKTa 9 HacTosawmx
MpaBun, MeAMUMHCKME OpraHu3aumn, B KOTOPbIX 60NbHble HaxodAaTca nod  MeAULMHCKUM
HabnogeHMem, B CPOK, He npesbiwakowmii 3 pabounmx AHen co AHA obpalweHua 60/bHOro ¢
YCTAHOB/IEHHbIM AMAarHO30M B MEAMLMHCKYI0 OPraHu3aumio MO MECTy KUTeNbCTBAa WAM  MecCTy
npebbiBaHMA (B CNyvyae ecnm CPoK nNpebbiBaHMA NpeBblllaeT 6 MecsALeB), NPeACcTaBAAIOT B 3/IEKTPOHHOM
BMAE WU Ha BYyMarKHOM HOCUTeNe HanpaB/eHUs U M3BelLleHMA B OpraH rocyAapCTBEHHOMN BNacTu
cybbekTa Poccuiickoit depepaunm B chepe oxpaHbl 340p0oBbA No popme M B MNopAdKe, KOTopble

yTBepAaeHbl MUHMUCTepCTBOM 34paBooxpaHeHmns Poccuiickoin Peaepaumu.

11. [OnAa 3anonHeHMA perMoHanbHOro cermeHta ®PenepanbHOro perncTpa OpraHMsauum,
OCYLLECTBAAIOLME OTNYCK SIEKAPCTBEHHbIX NPEnapaToB, HA3HAYEHHbIX IeYaLLMM BPAYOM B COOTBETCTBUM
C NpeaycMOTPEHHbIM NoANyHKTOM "a" nyHKTa 2 HacToAwmx MpaBua nepeyHem, 4o 5-ro yncna Kaxaoro
MecALa NPeacTaBAsOT B OpraHbl rocy4apcTBeHHON BnacTy cybbekToB Poccuinckoit depgepaunn B chepe
OXpaHbl 340POBbSA B 3/IEKTPOHHOM BUAE WM Ha BymarKHOM HocuTene cBeAeHWUs 06 OTNyLLEHHbIX 3a
npeaLwecTByOLWMNIA MecAL, IeKapPCTBEHHbIX Npenaparax.

12. B cniyyae ecnum cBegeHuA, npeycMoTpeHHbIe nognyHKkTamum "a", "x" n "n" nyHKTa 9 HacToAWwmx
MpaBua, He NpeacTaBieHbl B OpraHbl rocyAapCcTBEHHOM BacTU cybbekToB Poccuinckon depepaumnm B
chepe oxpaHbl 340POBbA, YKa3aHHble OpraHbl BAACTX CaMOCTOATE/IbHO 3anpallnBaloT 3TN CBeAeHUA B
rocyAapCTBEHHbIX BHEDOIOAXKETHbIX POHAAX.

CeegeHuas o 60/IbHOM (HanpaBneHWs, W3BELEHWA), MPeACTaB/fseMble B 3/IEKTPOHHOM BUJE,
noa/exaT 3aBEePEHUIO INEKTPOHHON NOANUCHIO AOIKHOCTHOIO INLA OpraHa rocyAapcTBEHHOW BAAaCTK
cybbeKkTa Poccuitckoit Pepepaumm B chepe oxpaHbl 340p0OBbA.

13. B cnyyae Bble3ga 60abHOrO 3a Npegenbl Tepputopmm Poccuitickoit Pesepaupmm Ha NOCTOSHHOE
MECTO MUTENbCTBA UAN MeCTO NpebbiBaHMA (B CydYae ecam CpoK NpebbiBaHUA NpeBbiWaeT 6 mecaues), a
TaKXe B cyyae cmepTn 60/1bHOTO CBeAeHMA O HEM MoA/exKaT apXMBUPOBaHMIO.

YTBEpKAEHbI

noctaHoBneHnem MpaBMUTeNbCTBA
Poccuitckoint ®epepaumm

OT 26 HOAb6pPA 2018 r. N 1416

NEPEYEHDb
YTPATUBLLUNX CU/TY AKTOB NPABUTE/IbCTBA POCCUMCKOM ®ELEPALIUN

1. NocTtaHoBneHue MpasuTtenbctBa Poccuiickon depepaumm oT 26 aekabpa 2011 r. N 1155 "O
3aKyMKax JIEKAapCTBEHHbIX MpenapaToB, MpeAHasHayeHHblXx Ana obecnedyeHua aud, 60NbHbIX
remoopuanen, MyKoBuUCUMAO030M, TMNOPU3apHbBIM HAHU3MOM, 6one3Hblo lowe, 3/10Ka4YecTBEHHbIMM
HOBOOOPa30BaHNAMMU  IMMPONLHON, KPOBETBOPHOM M  POACTBEHHbIX WM TKaHEW, paccesaHHbIM
CKNepo30oM, NKL, NOC/e TpaHcniaHTauMm opraHoB M (uau) TKaHen" (CobpaHuMe 3aKoHOAATENbCTBA
Poccuitckoit depepaumn, 2012, N 1, ct. 186).

2. MNocrtaHoBneHue MpaBuTtenbctsa Poccuiickoit deaepaumm ot 26 anpens 2012 r. N 404 "0O6
yTBepxaeHun  lMpasun BegeHua  PepepanbHoro  peructpa vy,  6oabHbIX  remodunmveit,
MYKOBUCLMA030M, rmnodu3sapHbIM HaHU3MOM, 60ne3Hblo lowe, 3/10KQ4eCTBEHHbIMU
HOBOOGpPa30BaHNAMMN NUMPONAHON, KPOBETBOPHOM M POACTBEHHBIX WM TKaHEW, pacceAHHbIM
CKNIepOo30M, /ML, MOC/e TPaHCMAAHTauuW opraHoB u (Mnam) TkaHei" (CobpaHWe 3aKOHOAATENbCTBA
Poccuiickol ®epepaumm, 2012, N 19, cT. 2429).
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3. MNyHKTbl 176 n 190 M3MeHeHW, KoTopble BHOCATCA B aKTbl [lpaBuTenbctBa Poccuintckoit
depepaunn no Bonpocam AeAtenbHOCTM MUHUCTEPCTBA 34paBOOXpaHeHUs Poccuitckon Pepepaumu,
YTBEPXAEHHbIX NocTaHoBAeHneM lNpaButenbctsa Poccuitckonn deapepaunn ot 4 ceHTabps 2012 r. N 882
"O BHeceHUM U3MeHeHU B HeKoTopble akTbl MpaBuTenbcTBa Poccuiickolt deaepaumnm no Bonpocam
AeATeNnbHOCTU MwuHucTepcTBa 3/1paBOOXPaHEHNs Poccuiickoi depepauymn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 2012, N 37, c1. 5002).

4. MoctaHosneHue [Npasutensctea Poccuiickoin Pepepaunn ot 24 anpens 2015 r. N 389 "O
BHECEHWM U3MEHEHUN B nocTaHoBNeHWe MpaBuTenbcTBa Poccninickoit Pepepaumm ot 26 aekabps 2011 r.
N 1155" (CobpaHue 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 2015, N 18, ct. 2709).

5. MNoctaHoBneHue [MpaButenbctBa Poccuiickon Pepepaumm ot 9 anpena 2016 r. N 288 "O
BHECEHMM M3meHeHult B lpasBuna BefeHua deaepanbHOro pernctpa v, 6OAbHbIX remodunnei,
MYKOBUCLMI030M, runodusapHbIM HaHM3MOM, 60ne3HbIo lowe, 3/10Ka4YecTBeHHbIMU
HOBOOGpPa3oBaHNAMWU NIMMPONAHON, KPOBETBOPHOMW W POACTBEHHbIX WM TKaHeW, pacceaHHbIM
CKNepo30oM, NKL, NOC/Ae TpaHcnAaHTauMmM opraHoB U (Mau) TKaHen" (CobpaHue 3aKoHOAOATENLCTBA
Poccuitckoit depepaumn, 2016, N 16, cT. 2225).

6. MNocTtaHoBneHne [MpaBuTtenbctBa Poccuiickonn ®epepaumm ot 11 asrycta 2016 r. N 784 "O
BHECEHWM U3MEHEHMI B NocTaHoBNeHUe MMpaBuTenbcTBa Poccnitickoit Pepepaumm ot 26 aekabpa 2011 r.
N 1155" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon Pepepaunm, 2016, N 34, cT. 5242).

7. NocTtaHoBneHue MMpasuTtenbctBa Poccuiickonn Pepepaummn ot 17 anpena 2017 r. N 457 "O
BHECEHMU U3MEHEHUI B M0N0KEHME O 3aKyNKax NEKAPCTBEHHbIX NPenapaTos, NpeaHa3HaYeHHbIX gan
obecneyeHuna nuu, 60abHbIX remoduaneis, MyKoBUCUMAO30M, TMNOPU3aPHbIM HAHU3MOM, BONE3HbIO
lowe, 310KaYeCTBEHHbIMW HOBOOOPA30BAHUAMM NUMPOUAHON, KPOBETBOPHOW W POACTBEHHbLIX WM
TKaHeW, paccesHHbIM CKAepo30M, NUL, Moc/e TpaHcnaaHTaumm opraHos M (unu) TkaHen" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2017, N 17, c1. 2577).
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